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: \»iiH mi u 

fl j Sni'j capbOie with pi! of 5 or less ami moisture 
■content of 9% by weight or less. 

3. P S I » i ! ' > < -NVra i < ) 

tfNS.)i.:.kTI!f,M. i it ::.•<>! .\PP! SCATsf'^v) 

This invention relates to a soil capsule tilled with 
pharmaceutical <e the like. 

(PRK)RA!i:r) 

To facilitate laeestiou 0t>i)3rsmaruncals ami the like 
iiu; ensnse th a si i i i t c t > th i i td Ornish 
organs, pharmaceuticals and the like arc made into 
en ij« til tc f i a t a b held packed into «ft 

el' fins kind toast have crampl] i-arc'iiptli to m.tmlani their 
h ,v mi \tt mtis lis,' K uhk u> eiMnte^odt, a .J this 
ability to disintegrate must not decline over time. 

Fhrc dec! a i lay to rh cgra am a 



iiisoiubih/ation over time of the gelatin comprising the 
capsule. Ih.ime ni the ahility of a capsule to dtM neat a L is 
pntiiculady marked alien Una caps-ale contains fish liver oil 
o the 1 L a i ti i i luuu < it,' tlx 

gelatin resets, with the content. 

A Soft capsule that prevents sins irtaoiubiiiaation oi She 
gelatin has been disclosed in Japanese I hi ex a mined fiaiam 
Application Publication S 5 8-02 1 20. 'flits soft enpsale Is 
. t o '<! v \ n i j ; ^ (i u i 

fnsolubih/aliun a- :m.onlscd to he pieventcd hci.aa-c the 
polypeptide reacts with the content before the gelatin, 
inhibiting the reaction wil.ii the yeiasia. 

In addition, a soft capss.de v-otli batter disintegrating 
ability tbnr: pnor-asi soli eaps.aies is disclosed in Japanese 
f'.sasoaned Parent Application Publication S56-3198I. this 
soft caprnne is made by tormina a dim made at gcSaiia 
having a paly strength of 60 - i 20 bloom and viscosity of 
22 -35 mP. Restricting the pedum 10 tile afoicsatd physical 



propones rapwves the dishns . u I ^ the sot 

tp dv. bit ! "1 tltO IS .HI!' t, i P e itl,l „J(tll 

) t > i pephb, 

liVi>m i \! 'of o w > ji , i 
However, a problem thai lias, come to tight with she 
wi k < < h ] 1 n. > mi t M la outeui 
c ti ts k iii u it the . O! u it s t ig sh 
reactive substance, this increases the amount of 
polypeptides consumed. 
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re- if the nmuunt of polypeptides 
^ i) in i t t np i overcome 

Suit eapstde disciored in ihe 
aforesaid esamuted patent application publication its well, a 
problem is that if the con-en: ;s a highly reactive substance, 
the gelatin become- inadeguaieiy abbe to prevent 
iosolofM fixation. 

This invention wo; devised it; view of this situation, 
and has as tfs objective to provide a soft capsule thai am 
prevent in ! 1 i: ihe gekuh 
t\1 i t n i i t 

lo Kb, v ib )fil is nv« itioi is i 

soli capsule with pi; of 5 or less end moisture content of 
9% by wmgirt or less. 



t; s S i en , o pU ' to i s s K eat; be 

adjusted when producing ihe soft capsule preparation thud, 
or ihn % ! the ( i ^ft It pf ! can he i J etc There t> 
) > pa a i s ) t t h l t )ft capsule at- 3 
rnotsitire content of 9% he weight or less, hut by way of 
esampie, ibis can be done by storing it in a senicd 

At the very least, gchf'm u usee! in tut sot; capsule in 
ibis invention. i» addition to gelatin, piaatieizer.. 
preservative, thickener, colorant, etc. may he added to the 
soft capsule itt this invention as required, either singly or in 
eombiumioiis of two or more. Examples of the aforesaid 
piasticaer include glycerin and sorbitol, each of which can 
he used alone or in combinations of two or more, b samples 
< 1 t v t t i twa include gum at thk ft i 
acid, each oi which eat! be usee: alottceir m cotnhitiafiom, of 
two or inure, b samples of !be aforesaid eokmim. inchi-ie 
loot; eolornm. each of which may be used alone or in 
continuations of two or mote. 

There is no restriction on the gelatin s«e« in ibis 
invention, 

JftftepH of c 1 \ i the 

ii n ranee, ihe jelly ttv.il tiki i i nit kc ic and 
she heat prodnecd by dissolvmguiogassmg daring, capsule 
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renath thereoi' front deereasuie 


and moisture of baa by weigh! or jess. 


It" the son capsule 




pH of She soft 


capsule is made 5 or less 


has a pH greater than 5 or moisture g 




burihernt! 


)re. if the viscosit) 


of the gcbiitii goes above b5 


weight, tb>- effect of preventing mmh 


ibibeation vvdt he 


mV, this v 




fssing when matin tiiet'u h< 






^.prompting itek 


leg -at >Si oi tin gelai n a a 


There is no pariieuhn restriction 


on the method of 


low pit. s 


n there will be a le-raieney i<>r the rtisuigtb of the 


making ihe sob capsule hast, a pi; oi 5 • 
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til am. using gelatin with a jelly 


organic acid or using low pH gelatin (si. 
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or icss), etc. Ihsamples of ;bu .Uou 




(ess whS ; 




of time requited Sor degassing 


can be use; inelude bybfoebkun acid. 


sulfuric acid. etc.. 


when producing the capsule. 


whn.ii will make u possible to 


ami examples of ihe aforesaid org; 


mic tick! snchtde 


prevent heat degracfetion at 


a Sow nil This wilt make it 


phosphoric mil etc. There is no part it 










the method of making die moisture oft! 
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by weight or less, but by way ofexampi 
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b> cstem it i t ring the sui 








lepmk .in o >onp 0^ lie a y 


temperature, etc. 









-150- 



i i ,11 , . t m ud fatem \ pi rm i Publication S i s dt ' {?.> 



ii i 1 js and yo 

\ t i. tv f s i rnv i i s i Nuk sUuflMil ^ s Hi 1 * i 
the purpu-i. here, ieHv oemi eh and viseostiv are measured 
according to JIS-K-6503 (1977). 

The soft capsule in this invention differs from prior- 
art soft capsules in (ha! n ha* a low rdi and moisture 
content, but she method ant) device used i<> manuiaUtta- the 
J prior io Slow. Hence, 
there is no need io invest m «cw equipment io manufacture 
the so!) capsule m tins Imentinm l or example, an aqueous 
solution containing gelatin and other component? as needed 
can be prepared, and tins aqueous solution can be dried by 
a conventional method and made into 3 sheet. Using litis; 

matm (item red by 



eihod : 



filing 



Alie 



tent using 
aid sheet," c. 



esuies 



filler, 
can in- 



1 tit i n tit >d. Capsuics can vet) 

be manufactured by a method sue!) as the globe* method, 
wherein She content is iiitcei at the same time as the 
eapsuies arc nianutaetnred without (hrming a sheet ahead 
of Mme. 'I here, is no particular restriction on the method 
use*} hi rmtrmi'acUirc ihc soft eapsuie m this invention. 

The soli capsule m this ittvctmot! can be idled vebh 
any of various bods of com em tsteiuutng. pharmaceuticals, 
foot) products and the like, wiibom any pattk.uiav 
restrictions. Also, the content a-. m>! restricted io oomem in 
the liquid form. 

the pii and rooi 
this invention arc rest 
which prevents the ret 
so)) capsule bora d 



shown in Table 5 by heating utuii dissolved. Each 
i e i or eas ibert co ice! hit t - set A ipe frof which 

-of! < PSI I is^ts V-.Lt, [' liltssti ' d \ i t lOV. b e 

The pi! tb i s a s Hk< atkd and ihen are shsnvp In 
Tabic i. Note thai the gelatin thai was used had 3 jelly 
sirengih of 250 bUx>m acd a viscosity oO! nib 

Iti rtu suae c 1 t < lot r sudu < the 
values shown in Table i bv adjusting the drvi.ae ;inse when 
the sheef: was produced. 

The disintegrating ability of each sheet was 

t Ills t I t t t si 1 s 

measured, immediately after rnaiuifaciure, abee being stoned 

hC (or o mot it I) t < I 

t u mi m t fish u oti Pa I m tb I ; in. a k 
i is i l > I 1 t > s i < th ( i > 

using a disintegration tester. The dtsimciimtioti time per 0.2 
g of each sheet ss shown tillable i. 



KtMBOOiMENTS) 
itclXHlitiiCJltS Oi 
it! eoliipailsi 
ticntve evsmpim 



resiricied -o the embodiments. 

i ! MfaifiiMI \is .sgis CostFAK ,\ tm TXAMimES ) & 2) 

Soft capsule preparations were produced by 
thonmjsbiy mixing she components in die ionmniaiions 
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\s iridic ko n Fable i <S< s ice » he 5 it 
i 1c ve i 1 eehne huiiMi „i, e J i!n> » Mifii 

1! ip 1 MM ! !l i l Ml U ill t (tile ! 1 i,k i x! 

2. Fnrtfiemintc, <taspi!.e having been immersed in liver oil 
for I month. Use ihc-f! in she fcmbcKJmient (lid not 

I 1 ill . \ii t. is iiie ml !- in Umhm ii^ ! n i ipk 
and 2 h<iii* ifisotubiSiVcd siller being immersed m liver oii 

(E-S-S-fiOT OP THE (NV!iNT!!jN) 

i . She soil .fN.L c< tins i, m i i > a pi! of 
- (.i It-, i if rn t • i «u t > eight or kss ii 

iifid, r.-i'c- virtually no decline ifi disintegrating absosv over 
f <\ ! utiK e ii decline s ) m k ! ability over 
(i remains, f even when n I a ui a relatively 
highly reactive substance. 
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